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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 2 and 1 1 are rejected under 35 U.S.C. 112, second paragraph, as indefinite by 
using relative terminology referencing an object that is variable (the specific weight of internal 
organs, blood, or other fluid). Ex parte Brummer, 12 USPQ2d 1653 (Bd. Pat. App. & Inter. 
1989). Orthokinetics, Inc. v. Safety Travel Chairs, Inc., 806 F.2d 1565, 1 USPQ2d 1081 (Fed. 
Cir. 1986). See MPEP 2173.05(b). 

3. Claims 3-5, 9, and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claim 3 recites the limitation "the internal ones" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 

5. Claim 4 recite the limitation "the ball" in line 2. Claims 9 and 12 recite the limitation "the 
ball" in line 1 . There is insufficient antecedent basis for this limitation in the claims. 

Claim Rejections - 35 USC § 101 

1. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-12 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter. Claims 1 and 10 recite the limitation "radio-opaque locator 
floating relative to internal organs, blood, or other fluids present at the surgical site". A claim 
directed to or including within its scope a human being will not be considered to be patentable 
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subject matter under 35 USC 101 (1077 O.G. 23, April 21, 1987). Animal Legal Defense Fund v. 
Quigg, 932 F.2d 920, 18 USPQ2d 1677 (Fed. Cir. 1991). 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 0 and 1 1 are rejected under 35 U.S.C. 1 02(b) as being anticipated by Yoon (US 
6,248,088). 

Regarding claim 10, Yoon discloses an organic fluid absorbing plug (16) for 
surgical use, the plug comprising an elongated body constructed of a material having 
haemostatic properties, the body connected to a radio-opaque locator (22). 

Regarding claim 11, Yoon discloses the locator (22) comprises at least one ball 
and is connected to the plug by a wire (Fig. 7). 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Yoon (US 
6,248,088) in view of Reynolds et al (US 6,673,080). 

Regarding claim 1, Yoon discloses a surgical device for removing organic fluids 
from a body cavity, the device comprising an absorbing plug (16), a tubular body (28) 
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suitable for slidingly housing the plug, and a plunger (30) slidingly engageable in the 
tubular body so as to push the plug outside thereof and place it at the surgical site (col. 
4, In. 49-60), the tubular body and plunger having a distal end and a proximal end, 
wherein the plug is connected to a radio-opaque locator (22). Yoon discloses the 
removal of the plug but fails to disclose the method and means of removal (col. 3, In. 52- 
54). Yoon fails to disclose that at the distal end of the plunger, a handle is provided for 
gripping the locator for recovering the plug after use by retracting the plunger inside the 
tubular body. Reynolds et al. disclose providing a handle (30) for gripping and 
recovering material by retracting a plunger inside a tubular body (Fig. 1; col. 2, In. 30- 
35). Therefore, it would have been obvious to one of ordinary skill in the art to have 
provided the handle as taught by Reynolds et al. in the device of Yoon in order to 
provide a means for removing the plug from the body. 

Regarding claim 2, Yoon discloses the locator (22) comprises at least one ball 
and is connected to the plug by a wire (Fig. 7). 

Regarding claim 3, Yoon does not disclose the size of the locator relative to the 
tube. However, it would have been obvious to one of ordinary skill in the art to have 
made the locator smaller than the inner dimensions of the tubular body so the locator 
may pass through the tubular body during insertion and removal of the plug. 

Regarding claims 4 and 5, Yoon fails to disclose a loop at the distal end of the 
plunger. However, Reynolds et al. disclose that it is well-known to retrieve material from 
within the body using a loop at the end of a plunger to grasp and retract the material so 
that it may be extracted from the body. Reynolds et al. disclose the loop is formed by a 
relatively thin plate bent and connected at its ends to the distal end of the stem of the 
plunger (Fig. 1). Therefore, it would have been obvious to one of ordinary skill in the art 
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to have provided a loop for grasping the locator as suggested by Reynolds because it is 
a well-known structure used in the retrieval of foreign objects from the body. It also 
would have been obvious to one of ordinary skill in the art to make the loop generally 
wider than the ball so that the loop would fit around the ball because otherwise the loop 
could not function to retrieve the plug. 

Regarding claim 6, Reynolds et al. disclose at the proximal end of the tubular 
body and of the stem, a handle is provided for actuating axial sliding of the stem in one 
direction or the other as a result of corresponding pressure actions exerted 
simultaneously in opposite directions on the handle (Fig. 1; col. 6, In. 21-35). 

Regarding claim 7, Reynolds et al. disclose the handle is of a ring type so as to 
allow engagement with the fingers of a user (Fig. 1 ). 

Regarding claim 8, Reynolds et al. disclose that at the proximal end of the tubular 
body, a pair of handle rings are provided, generally diametrically opposite to and 
coplanar with one another, whereas at the proximal end of the stem, a handle ring is 
provided, generally coplanar thereto. (Fig. 1) 

Regarding claim 9, Yoon discloses that the plug is preferably white in color to 
provide contrast with the surrounding tissue (col. 5, In. 5-7).. Yoon however fails to 
disclose the color of the locator or "ball" surface. It would have been obvious to one of 
ordinary skill in the art to have also made the locator white or colored with a relatively 
light color to provide contrast with the surrounding tissue and fluids as suggested by 
Yoon. 

3. Claims 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yoon. 

Regarding claim 12, Yoon discloses that the plug is preferably white in color to 
provide contrast with the surrounding tissue (col. 5, In. 5-7). Yoon however fails to 
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disclose the color of the locator or "ball" surface. It would have been obvious to one of 
ordinary skill in the art to have also made the locator white or colored with a relatively 
light color to provide contrast with the surrounding tissue and fluids as suggested by 
Yoon. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to JENNIFER L. HORNBERGER whose telephone number is (571)270- 
3642. The examiner can normally be reached on Monday through Friday from 8am-5pm, 
Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571)272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. L. H.I 

Examiner, Art Unit 3734 
jlh 

4/10/08 

/Todd E Manahan/ 
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